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DEPARTMENT OF AGRICULTURE
Food Safety and Inspection Service

9 CFR Part 318
[Docket No. 86-027F]

Approval of Increased Use Level of
Potassium Sorbate as a Mold
Retardant on the Casings of Dry
Sausage

AGENCY: Food Safety and Inspection
Service, USDA,

ACTION: Final rule.

SUMMARY: The Food Safety and
Inspection Service (FSIS) has been
petitioned to amend the Federal meat .
inspection regulations to increase the
current use level of potassium sorbate
that is apphed to the surface of dry
sausage casings. Application of
potassium sorbate by dipping in a water
solution prevents the growth of surface
molds at room temperature. The Federal
meat inspection regulatnons permit the .
use of potassium sorbate in a dipping
solution at a 2.5 percent level for
application to dry sausage casings either
before or after stuffing. The Federal
meat inspection regulations also permit
the use of potassium sorbate in
margarine or oleomargarine as a mold
retardant and as a preservative. The
Food and Drug Administration (FDA)
lists potassium sorbate as generally
recognized as safe as a chemical
preservative. FSIS has determined that
it is appropriate to increase the use level
of potassium sorbate to 10 percentin a
dipping solution to retard mold growth
on dry sausages. This increased use
level of potassium sorbate for this
purpose will enable processors to
market dry sausages at room
temperature without mold growth. The
use of potassium sorbate will be
declared as part of the product name,
according to current regulations.

- EFFECTIVE DATE: June 8, 1987,

ADDRESS: Written comments to: U.S.
Department of Agriculture, Food Safety
and Inspection Service, Attn: Policy
Office, Room 3803, South Agriculture
Building, Washington, DC 20250. (See
also “Comments’ under
“SUPPLEMENTARY INFORMATION.”")

FOR FURTHER INFORMATION CONTACT:
Margaret O'K Glavin, Director,
Standards and Labeling Division, Meat
and Poultry Inspection Technical
Services, Food Safety and Inspection

_ Service, U.S. Department of Agriculture,

Washington, DC 20250 (202) 447-6042.
SUPPLEMENTARY INFORMATION:

Executive Order 12291

The Administrator has determmed in
accordance with Executive Order 12201
that this final rule is not a “major rule”.
It will not result in an annual effect on
the economy of $100 million or more.
There will be no major increase in costs
or prices for consumers: individual
industries; Federal, State, or local
government agencies; or geographic
regions. It will not have a significant
adverse effect on competition,
employment, investment, productivity,
or the ability of United States-based
enterprises to compete with foreign-

. based enterprises in domestic or export

markets,

This rule increases the use level of
potassium sorbate in a dipping solution
from a currently allowed amount of 2.5
percent (9 CFR 318.7{c}(4)) to 10 percent
for application to the casings of dry
sausages either before or after stuffing.
Industry will benefit from this action
through the ability to market shelf-
stable, dry sausage without

" refrigeration. Also, the use of potassium

sorbate in a dipping solution is
voluntary.

Effect on Small Entities

The Administrator has determined
that this final rule will not have a

" significant economic impact upon a

substantial number of small entities, as
defined by the Regulatory Flexibility Act
{5 U.S.C. 801 et. seq.). This rulemaking
will impose no new requirements on

- industry; rather, it will permit the meat

industry to use a higher level of
potassium sorbate on the casings of dry

sausage to increase the shelf life of the

product. The treated dry sausage could
be marketed without refrigeration to

prevent mold growth. Also, the use of

potassium sorbate in a dipping solution
is voluntary.

Comments

This is a final rule consistent with the
provisions of § 318.7(a}(3) of the Federal
meat inspection regulations (9 CFR
318.7(a)(3)). As such, no request for
comments is being made. However,
interested parties may inform the
Agency of any additional information
which raises questions about this action
during the 30 day period between
publication of this rule and its effective
date,

Background

FSIS has been petitioned by Swift and
Company, Oak Brook, Illinois, to amend
the Federal meat inspection regulations
to increase the use level of potassium
sorbate in a dipping solution that is
applied to the casings of dry sausage to
increase shelf life and to prevent mold
growth. The petitioner claims that, until
recently, dry and semidry sausage
products such as hard salami,
pepperoni, genoa salami, and thuringer
were marketed under refrigeration even
though they are considered shelf-stable
and require no refrigeration. However,
Swift and Company, (the petitioner), is
now producing vacuum-packaged, dry
sausages which hold well in all cases
unless a vacuum leak develops. In case
of a leak, mold growth occurs in a
matter of about two weeks.

The petitioner has supplied analytical .
data and supporting research references
indicating that treatment of salami by
dipping in a 2.5 percent potassium
sorbate solution did not successfully
prevent the growth of surface molds.
However, when a 10 percent potassium

sorbate solution is applied to the surface .

of all types of salami, visual inhibition
of mold growth occurs. Once mold
growth begins, it spreads rapidly and -
can cover the entire sausage within 24
hours. Therefore, if no mold growth is
visible, no mold is present on the
sausage. The analyses of the casing for
the residual part of potassium sorbate
(at a 10 percent dipping solution) was
found to be 568 parts per million (ppm).
The residual level of potassium sorbate
on the basis of the entire salami was
around 10 ppm. This level is far less
than the current residual level of 1000.
ppm which results from the addition of
0.1 percent of sorbic acid to margarine
or oleomargarine. {9 CFR 318.700{b)(5}).
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{Potassium sorbate, sodium sorbate and
calcium sorbate are sait derivatives of
sorbic acid and all provide the same
technical effects, retarding mold growth
and preserving product.) In addition,,
sorbic acid is permitted to be added
directly to margarine or oleomargarine.
Since this rule only authorizes an
increase in the use level of potassium
sorbate in a water solution for dipping
sausage casings, which are not normally
consumed, the residual level should be
negligible. Even if the casing was
consumed with a 10 ppm residual of
potassium sorbate, this is still far below
current permitted levels which are
considered to be safe. Based on this
information, FSIS has determined that
product wholesomeness is not affected
when dry sausages are treated with a 10
percent potassium sorbate dipping
solution. The data referenced above are
available for review at the Policy Office
at the address noted previously in this
document.

Issuance of Final Rule

Section 318.7 of the Federal meat
inspection regulations {8 CFR
318.7{a)(1){4)) provides procedures for
the approval of added substances for
use in meat or meat products by issuing
a final rule amending the chart of
substances in § 318.7{c}(4) of the
regulations {9 CFR 316.7{c)(4)}. Under
these procedures, a substance can be
added to the table of approved
substances upon a showing that {1)it

{GRAS]), (2) it is listed in Title 21 of the
Code of Federal Regulations, Parts 73,
74, 81, 172, 173, 179, 182, or 184, and (3}
its use is in compliance with applicable
FDA requirements. The substance may
then be approved if the Administrator
determines that: (1) The use will not
result in products being adulterated or
misbranded, or otherwise not in
compliance with the Federal Meat
Inspection Act, (2] itis both suitable and
functional for the particular product, and
(3) it is to be used at the lowest level
necessary to accomplish the stated
technical effect. )
Potassium sorbate has been listed as
GRAS by the FDA in 21 CFR 182.3640
when used as a chemical preservative in
accordance with good manufacturing
practices. Potassium sorbate is also
listed in the Federal meat inspection
regulations in 8 CFR 318.7(c}{4) which

permit a 2.5 percent potassium sorbate

solution to be applied to the surface of .
casings of dry sausage either before or
after stuffing to retard mold growth. Use-
of potassium sorbate, a salt derivative of
sorbic acid, is also permitted in
margarine or oleomargarine as a
preservative at a level of 0.1 percent
individually, or if used in combination
with other preservatives, 0.2 percent.
(expressed as the acids} {9 CFR
319.700(b}{5}).

The Administrator has found that
information provided by the petxtmner
and other data available to the Agency
indicate that: {1) The proposed use level

of potassium sorbate will be functional

. and suitable for the products intended,

(3) potassium sorbate will be used at the
lowest level necessary to accomplish its
intended technical effect, and (4) the use
of potassium sorbate will not render
products in which it is used, adulterated,
misbranded, or otherwise not in
compliance with the requirements of the
Federal Meat Inspection Act,

Therefore, the Department is
amending the table of approved
substances in the Federal meat
inspection negniatlona (9 CFR Part
318.7(c)(4]) by increasing the use level of
potassium sorbate from the currently
allowed level of 2.5 percent in a dipping

solution to 10 percent, When products,

including dry sausages, are packed in,
bear or contain any chemical
preservative, a statement noting this fact
is required on the label (9 CFR

317.2(5)(12)).
List of Subjects in 8 CFR Part 318

Meat inspection, Food additives.

1. The authority citation for Part 318
continues to read as follows: v

Authority: 34 Stat. 1260, 81 Stat, 564, as
amended (21 U.5.C. 601 et seq.), 72 Stat. 862,
92 Stat.1069, as amended {7 US5.C. 1801 et.
seq.), 76 Stat. 663 (7 U.S.C. 450 et. seq.},
unless otherwise noted.

2. The table in paragraph (c)(4) of

" §318.7 is amended by revision the entry

for potassium sorbate to read as follows:
§318.7 Approval of substances for use in

announcing that the antiboycott

has been previously approved by FDA of potassium sorbate in a dipping the preparation of. products.
for use in meat or meat food products as ' solution as described above will be in ot
a food additive, color additive, or ds a compliance with applicable FDA (c)***
substance generally recognized assafe  requirements, [2) the use and use level 4y**"
Class of substance Substance Purpose Products Amouat
Il Polassium SODAE .u....cmmmreess Tom.m,——“'- ; Ory sausage. : 10p in walter 8ol i maybemhﬂocasiugsmer
stuffing aroaamgsmudw in awmm
- solution prior 1o shuifing.
e s oy o DEPARTMENT OF COMMERCE regulations {15 CFR Part 369 do not
Done at Washington, DC, on: April 30, 1887, apply to foreign boycotts against South
Donald L. Houston, international Trade Administration Africa. The Depaﬂyne%t wishes to )
'Administrator, Fe ; ; eliminate uncertainty by exercising its
Sern;;:;.s roter, Food Safety and Ingpection 15 CFR Part 369 authority toe interpret its regulgtions t?
(FR Doc. 87-10346 Filed 5-6-67; 8:45 ami] [Docket No. 70476-7076) make clear that compliance with foreign
BILLING CODE 3410-DM-M " boycotts against South Africa is not
* Restrictive Trade Practices or subject to the antiboycott provisions of
Boycotts; interpretation the Export Administration Regulations,
AGENCY: International Trade EFFECTIVE DATE: May 7, 1887.
Administration, Commenrce. sgyl‘lrumvakm'dm DHON_ f:llgf‘fﬂ . :
ACTION: ion illiam V. Skidmere, Director, Office o
ON: Interpretation. Antiboycott Compliance, U.S.
SUMMARY: The Department is Department of Commerce {202-377~

4550).
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SUPPLEMENTARY INFORMATION:
Background

The antiboycott provisions of the
Export Administration Regulations {15
CFR Part 369) prohibit certain actions or
agreements related to certain
unsanctioned foreign boycotts, The
prohibitions implement section 8{a} of
the Export Administration Act of 1979,
as amended, which applies to “any
boycott fostered or imposed by a foreign
country against a country which is
friendly to the United States and which
is not itself the object of any form of
boycott pursuant to United States law or
regulation. . . .” The antiboycott
regulations also impose a requirement
that certain boycott-related requests be
reported if “the purpose of the request is
to enforce, implement, or otherwise
further, support, or secure compliance
with an unsanctioned foreign boycott or
restrictive trade practice.” (15 CFR
369.6(a)(2)).

In light of recent actions by the United
States against South Africa, there has
been uncertainty as to whether foreign
boycotts against that country are subject
to the antiboycott regulations. This
uncertainty creates a burden for U.S.
firms attempting to engage in ~
international trade. The Department
wishes to eliminate that uncertainty by
exercising its authority to interpret its
regulations to make clear that
compliance with foreign boycotts
against South Africa is not subject to the
antiboycott provisions of the Export |
Administration Regulations.

Procedural Requirements

1. This interpretation is exempt from
the provisions of the Administrative
Procedure Act requiring notice, an
opportunity for comment, and a delay in
effective date (5 U.S.C. 553} pursuant to
provisions of that Act and Section 13{a)
of the Export Administration Act of
1979, as amended, (50 U.S.C. app.
2412(a}) and will become effective upon
publication in the Federal Register.

2. Because this interpretation
concerns a foreign affairs function of the
United States, it is not a rule or
regulation within the meaning of section
1(a) of Executive Order 12291, and it is
not subject to the requirements of that
Order. Accordingly, no preliminary or
final Regulatory Impact Analysis has to
be or will be prepared.

3. This interpretation is not subject to
the requirements of the Regulatory
Flexibility Act, 5 U.S.C. 801(2).

4. This interpretation does not impose
a burden under the Paperwork

Reduction Act of 1980, 44 U.S.C. 3501, et
seq.

List of Subjects in 15 CFR Part 369

‘Boycotts, Foreign trade, Reporting and
recordkeeping requirements, Restrictive
trade practices, Trade practices.

For the reasons stated in the
Preamble, 15 CFR Part 369 is amended
as follows:

PART 369—~{AMENDED]

1. The authority citation for Part 368
continues to read as follows:

Authority: Pub. L. 96-72, 93 Stat. 503, 50
U.S.C. App. 2401 et seq., as amended by Pub.
L. 97145 of December 29, 1981, and by Pub. L.
99-84 of July 12, 1885; E.O. 12525 of July 12,
1885 {50 FR 28757, july 16, 1985).

2. Add Supplement No. 14 to the
Appendix of Part 389 as follows:

Supplement No. 14

In light of recent actions by the United
States against South Africa, there has been
uncertainty as to whether foreign boycotts
against that country are subject to the
antiboycott regulations. This uncertainty
creates a burden for U.8. firms attempting to
engage in international trade. Accordingly,
the Department takes the position that -
compliance with foreign boycotis against
South Africa is not subject to the antiboycott
provisions of the Export Administration
Regulations.

The antiboycott provisions of the Export
Administration Regulations (15 CFR Part 368}
apply only to foreign boycotts against a
country which is friendly to the United States
and which is not itself the object of any form
of boycott pursuant to United States law or
regulation. South Africa is deemed the object
of a form of boycott pursuant to United States
law within the meaning of the antiboycott
provisions of the Export Administration Act.
Foreign boycotts against South Africa are,
therefore, not regarded as unsanctioned
within the meaning of the antiboycott
provisions of the Export Administration
Regulations. Accordingly, the Department
exercises its authority to interpret the Export
Administration Regulations as providing that:

(a) Compliance with, furtherance of or
support for such boycott is not subject to the
antiboycott provisions of the Export
Administration Regulations; and

{b) Requests to take any action which has
the effect of furthering or supporting such
boycotts are not reportable pursuant to those
regulations.

Dated: April 30, 1987,

William V. Skidmore,
Director, Office of Antiboycott Complionce.
[FR Doc. 87-10185 Filed 5-6-87; 8:45 am]

BILLING CODE 3510-07-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Soclal Security Administration
20 CFR Parts 404 and 416

[Reguiations Nos. 4 and 16]

Federal Old-Age, Survivors, and
Disabliity insurance; Supplemental
Security Income for the Aged, Blind,
and Disabled; Discontinuance of the
SSA Representation Project

AGENCY; Social Security Administration,
HHS.

ACTION: Final rule.

SUMMARY: We are revoking the
regulations pertaining to all aspects of
the field testing of the Social Security
Administration (SSA} Representation
Project {Project}. 20 CFR 404.965 and
416.1465 published in the Federal
Register on August 19, 1982 (47 FR
36117) established the SSA
Representation Project. These
regulations provided for a modified
process for administrative law judge
(AL]) hearings involving the issue of
disability under title Il and title XVI of
the Social Security Act. Specifically, the
regulations permitted SSA to use special
personnel known as “SSA
Representatives” who reviewed
disability case records before hearings
and, if necessary, initiated the
development of further evidence. In
addition, when the claimant had a
representative at the hearing, the SSA
representative appeared at and
participated in the hearing. These
procedures were limited to five hearing
offices selected to participate in the
Project.

EFFECTIVE DATE: These rules are
effective May 7, 1987.

FOR FURTHER INFORMATION CONTACT:
Philip Berge, Legal Assistant, 3-B—4
Operations Building, 6401 Security
Boulevard, Baltimore, Maryland 21235,
(301) 594-7452.

SUPPLEMENTARY INFORMATION:

Background and Proposed Regulations

The purpose of the Project was to
determine whether, the participation of
the SSA representatives in the ALJ

* hearing process would:

(a) Help to improve the overall
disability adjudicatory process;

(b} Reduce delays in conducting
hearings and issuing hearing decisions;

(c) Improve the quality of hearing
decisions; :

(d) Increase the productivity of ALJs;
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(e} Achieve more uniformity and
consistency in hearing decisions; and

(f) Reduce hearing costs.

The regulations further provided that
“[t]he results of the project will be
evaluated to determine whether to
propose the implementation of SSA
representation on a larger scale.” 20
CFR 404.965{c){2) and 416.1465(c){2).

Qur initial experience with SSA
representation was generally favorable
in terms of the purposes set out above.
However, due to the limited duration of
the Project, the normal start-up
problems in implementing such a change
in the usual hearing process, and the
limited Appeals Council and court
experience, we believed that a
continuance of the Project was needed
to evaluate fully the potential
nationwide effects of SSA
representation. For this reason, we
published in the Federal Register the
notice of April 9, 1984 (49 FR 13872)

- announcing to the public our intention to
continue the Project for at least 1 year.
A second notice published in the
Federal Register on June 11, 1986 {51 FR

-21156) continued the Project. The 1986
notice also created the Adjudicatory
Improvement Project to manage and
evaluate the Project. The Project was

halted in response to an injunctive order-

of July 16, 1986 issued by the U.S.
District Court for the Western District of
Virginia.

After consideration of all the factors
involved, we have decided that the
Project will not be resumed, regardless
of the ultimate disposition of the
litigation. The decision to terminate is
based on managerial, administrative,
and budgetary considerations, and was
made only after careful consideration of
all factors, including the fact that SSA
had to stop the Project to comply with
the district court’s injunctive order.
Additionally, SSA had made
commitments to Congress that the .
Project and the agency's evaluation of
government representation in Social
Security hearings would-be concluded
by April 1987. Resumption of the Project

so as to generate sufficient information

on which to evaluate government
representation in Social Security
hearings piior to that date is not
possible. With increasing workloads
before SSA, it was decided that the
administrative resources which would
have had to have been committed to the
resumption of the Project and further
testing of the concept of government
representation can best be utilized in
other ways. -

The Department, even when not
required by statute, as a matter of
policy, generally follows the
Administrative Procedure Act (APA)

notice of proposed rulemaking and
public comment procedures specified in
5 U.8.C. 553 in the development of our
regulations. The APA provides
exceptions to its notice and public
comment procedures when an agency
finds there is good cause for dispensing
with such procedures on the basis that
they are impracticable, unnecessary or
contrary to the public interest. We have
determined that, under 5 U.S.C,
553(b})(B), good cause exists for waiver
of notice of proposed rulemaking and
public comment procedures because
such procedures would be unnécessary.
In response to a lawsuit challenging the
SSA Representation Project, the U.S.
District Court for the Western District of
Virginia issued an injunction on July 186,
1986 ordering that the Project be halted.

. The Department has since chosen to
discontinue the Project, regardless of the -

outcome of the lawsuit, is no longer
holding hearings under these
regulations, and so informed the Court
of Appeals for the Fourth Circuit, where
the district court's order was on appeal. .
Repeal of these regulations is therefore

merely a formality and use of notice and,

public comment procedures is
unnecessary.

Regulatory Procedures
Executive Order 12291 ‘

The Secretary has determined that "~
this is not a major rule under Executive

Order 12291 because we are
discontinuing the SSA Representation
Project and the issuance of these’
regulations is not expected to result in

gignificant costs. Therefore, a regulatory

impact analysis is not required.
Paperwork Reduction Act

These regulations impose no new
reporting or recordkeeping requirements
requiring Office of Management and
Budget clearance,

Regulatory Flexibility Act

' We certify that these regulations will
not have a significant economic impact
on a substantial number of small entities
because these rules will affect only
individuals. Therefore, a regulatory

flexibility analysis as provided in Pub. L.

96-354, the Regulatory Flexibility Act, is
not required.

(Catalog of Federal Domestic Assistance
Program Nos. 13.773 and 13.774, Medicare: -
13.802-13.805, Social Security; and 13.807
Supplemental Security Income.}

List of Subjects
20 CFR Part 404

- Administrative practice and
procedure, Death benefits, Disability

benefits, Old-Age, Survivors and
Disability Insurance.

20 CFR Part 416

Administrative practice and
procedure, Aged, Blind, Disability
benefits, Public assistance programs,
Supplemental Secunty Income (ssI).

"Dated: Apiil 28, ‘1987

‘Dorcas R. Hardy,

Commlsszaner of Soalal Securlty
Approved: May 1, 1987.
Otis R. Bowen,
Secretary of Health arid Human Servlces
Subpart | of Part 404 and Subpart N of .
Part 416 of Chapter IlI of Title 20 of the -
Code of Federal Regulations are
amended as follows:

PART 404—[AMENDED)

1. The authority citation for Subpart] -
of Part 404 continues to read as follows:

" Authority: Secs. 201, 204, 205, 1102, 1127,
and 1631 of the Sdcial Security Act (42 US.C.
401, 404, 405, 1302, 1320a-6, and 1383); sec. §
of Reorganization Plan No 1 of 1953.

.. 3404.965 [Remqval and reserved]

2. Section 404.965 is removed and
reserved. . .

" PART 416—{AMENDED]

3. The authority citation for Subpart N -

- of Part 416' continues to read as follows:

Authority: Secs. 205, 1102, 1631, and 1633 of
the Social Secunty Act (42U.8.C. 4051302,

, ’ 1383 and 1383b)
- § 416.1465 - [Removal and. teservedl

4. Sechon 418, 1465 i is removed and

_ reserved.
[FR Doc. 67-10490 Filed 5-5-67; 233 pm]

BILLING CODE 4190-11-M

DEPARTMENT OF JUSTICE
Drug Enforéement Administration:
21 CFR Parts 1301, 1311 and 1312

Registration of Manufacturers,
Distributors, and Dispensers of
Controlled Substances; Registration of
Importers and Exporters of Controlled
Substances; Importation and .
Exportation of Controiled Substances; °
Updating Requirements

AGENCY: Drug Enforcement
Administration, Justice.

ACTION: Final rule.

SUMMARY: This is a final rule which
amends Parts 1301, 1311 and 1312 of
Title 21, Code of Federal Regulations.
This rule reflects those statutory
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changes to the Controlled Substances
Import and Export Act (21 U.S.C. 951 ¢ .
seq.} resulting from the Diversion
Control Amendments which were -
included in the Gomprehensive Crime
Control Act of 1984 {Pub. L. 98-473) .
.which became effective October 12,

1984,

Several of these amendments involve -

registration and other requirements for
those who import and export controlled
substances. As stated in the legislative
history of the Djversion Control
Amendments, the changes are designed
to strengthen the regulatory controls
while at the same time providing a
workable, flexible regulatory system.
EFFECTIVE DATE: June 8, 1987,

FOR FURTHER INFORMATION CONTACT:
Howard McClain, Jr., Chief, Drug
Control Section, Office of Diversion
Control, Drug Enforcement
Administration, 1405 I Street, NW.,
Washington, DC 20537, {202} 633-1360.
SUPPLEMENTARY INFORMATION: A notice
was published in the Federal Register on
August 28, 1986, {51 FR 30875) proposing
changes to Parts 1301, 1311, and 1312 of
Title 21 of the Code of Federal -
Regulations. All interested persons were

given until September 29, 1988, to submit.

objections, comments or requests for
hearing regarding this proposal. Four
responses were received. One response
brought to DEA's attention a deletion of
portions of 21 CFR 1311.42 in the
proposal. The inadvertantly omitted
sentence has been reinserted in that
paragraph. o

Although no hearings were requested,
three separate objections were raised
concerning the portion of the proposal in
21 CFR 1312.27(b)(4)(iii), requiring a

statement by the-exporter on DEA Form

236 that nonnarcotic controlled

substances in Schedule II1, IV and V will

not be reexported. One respondent
expressed an opinion that further
manufacturing, packaging, and reexport
are provided for in the statute which
states that substances may only be
exported “for consumption for medical.
scientific, or other legitimate purposes.”
21 U.S.C. 853{e)(1). A second respondent
maintained that with few exceptions,
the Diversion Control Amendments
retained the distinction between the
exportation of narcotic and non-narcotic
controlled substances. In this ’
respondent’s opinion neither Congress
nor DEA intended that the distinction .

between export permit requirements and .

the special controlled substances
invoice requirements would be

-abolished by the Diversion Control
Amendments. All three respondents
requested that 21 CFR 1312.27(b)[4)[iu)
be withdrawn, :..

One of the stated purposes for the -
Diversion Control Amendments is to
decrease the disparity of control
between narcotic and non-narcotic *

- controlled substances. The

Congressional intent to eliminate this
disparity is clear. The Report of the
United States Senate Committee on the.:
Judiciary on the bill which became the
Diversion Control Amendments stated:
Section 520 amends this provision [21
U.8.C. 953(e)] to make it clear that the
required documentation is to relate to the

country where the controlled substance is
destined for ultimate consumption for

. medical, scientific, or other legitimate

purposes, and not to a country of
transshipment.

After consideration of the comments
submitted in response to the proposed
rule, revisions have been made to 21

CFR 1312.27(b)(4), and a new paragraph

(b)(5) has been added to that section

- which will permit the reexportation of

Schedule Ill and IV non-narcotic |
controlled substances and Schedule V
controlled substances under controlled

- conditions. These conditions will require

additional information in the fremarks
section of the DEA~-226 declaration
form. Any export of Schedule Ill and IV
nonnarcotic controlled substances and
Schedule V controlled substances that
do not meet the conditions specified in
the regulation will not be permitted. For
example, bulk controlled substance

‘material must first undergo further
_manufacturing process before .
_reexportation to a country of ultimate

consumption. In either case, the

.subsequent reexport must be identified .

in advance together with evidence that
it is for exclusive use for legitimate

. medical, scientific or industrial purposes
within the receiving country and that -

necessary authorization for such \
reexportation has or will be obtamed,, :
Non-narcotic controlled substances in

.Schedules III and IV and controlled .

substances in Schedule V may be
reexported into the United States if they
are refused or undeliverable in the
country of destination. These provisions
allow for the concerns raised by the
respondents in their comments, while
imposing.a regulatory mechanism which
will inhibit the transshipment and

. unauthorized reexport of controlled
- substances,

List of Subjects

21 CFR Part 1301

Administrative practice and
procedure, Drug traffic control, Security
measures.

21 CFR Part 1311
. Administrative practice and

" procedure, Drug trafﬁc control Exports.
: Imports. .

21 CFR Part 1312 -

Administrative practice and

. procedure, Drug traffic control, Exports,

Imports, Narcotics; Reporting and

. recordkeeping requirements, .

The Deputy Assistant Administrator

. hereby certifies that this proposal will ..
have no significant impact upon small

entities whose interests must be
considered under the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq.
These regulatory changes apply to a
very small number of individuals and
firms who import and export controlled
substances. They are already registered
with the Drug Enforcement
Administration to conduct.these.
activities, and subject to reporting
requirements. The changes will not
impose new regulatory requirements,

“ they will merely revise the type of
' reporting required by these firms with

regard to specific substances. -
Pursuant to section 3{c)(3) and

*3(e)(2)(B) of Executive Order 12281, this
‘proposed action has been submitted for
" “review to the Office of Management and -

Budget, and approval of that Office has
been requested pursuant to the
provisions of the Paperwork Reduction
Act of 1980, 44 U.S.C. 3501, et seq.

Therefore, pursuant to the authority
vested in the Attorney General by 21
U.S.C. 821 and 871({b) and delegated to
the Administrator of the Drug

" Enforcement Administration and
. :redelegated to'the Deputy Assistant
- Administrator, Office of Diversion

:Control by 28 CFR 0.100 and 0.104, the

. Deputy Assistant Administrator hereby

orders that Parts 1301, 1311, and 1312 of
Title 21, Code of Federal Regulations be -
amended as follows :

PART 1301-—[AMENDEDI )
1. The authority citatxon for Part 1301 -

" continues to read as follows:

Authority: 21 U.S.C. 821, 822, 823, 824,
871(b), 875, 877.

2. Section 1301.22 is amended by
revising paragraph (a)(10} to read as
follows:

§ 1301.22 Separato mglsmuon for
lndependom acﬁvmes.
(a) L t

(10) Exporting. controlled aubstances.
ani

. . . . .

- PART 1311-{AMENDED] '

" 1. The authonty citation for Part 1311 '
continues to read as follows:’

. Authority: 21 U.S.C. 952, 956, 857, 958.

[T
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2. Section 1311.02 is amended by
revising paragraph (d) toread as
follows:

§ 1311.02 Definitions.

* * T * *

(d) The term “exporter” includes
every person who exports, or who acts
as an export broker for exportation of,
controlled substances listed in any
schedule.

* * * * *

3. Section 1311.21 is revised to read as
follows:

§ 1311.21 Persons required to register.

Every person who imports any
controlled substance, or who exports .
any controlled substance, or who
proposes to engage in such importation
or exportation, shall obtain annually a
registration unless exempted by law or
pursuant to §§ 1311.24-1311.27. Only
persons actually engaged in such
activities are required to obtain
- registration; related or affiliated persons
who are not éngaged in such activities
are not required to be registered. (For’
example, a stockholder or parent
corporation importing controlled
substances is not required to obtain a
registration.)

4. Section 1311.26 is revised to read as
follows:

§ 1311.26 Exemsﬂon for ocean vessels,
commercial aircraft, and certain other
" entities.

Owners or operators of vessels.
aircraft, or other entities described in
§ 1301.28 of this chapter or in Article 32
of the Single Convention on Narcotic
Drugs, 1961, or in Article 14 of the
Convention on Psychotropic Substances,
1971, shall not be deemed to import or
export any controlled substances
purchased and stored in accordance
with that section or applicable article.

5.In § 1311.32 paragraphs (e) and (f)
are redesignated as paragraphs (f) and
{g), paragraph {d) is revised, and new

" - paragraph (e) is added to read as

follows:

§1311.32 Appllcation forms, contents;
- signature. -

* LA LI

(d) Each application for registration to
import or export controlled substances
- shall include the Administration
Controlled Substances Code Number, as
set forth in Part 1308 of this chapter, for
each controlled substance whose
importation or exportation is to be
authorized by such registration.

{e) Registration ‘as an importer or -
exporter shall not entitle a registrant to
import or export any controlled

substance not specified in such

- registration.

* * . * *

6. Section 1311.42 is amended by
revising paragraphs (a), (b)(6)(i) and
(b)(6)(iv) to read as follows:

§ 1311.42 Application for lmportat!on of
Schedule | and Il substances.
. (&) In the case of an application for
registration or reregistration to import a
controlled substance listed in Schedule I
or II, under the authority of section
1002(a)(2)(B) of the Act (21 U.S.C.
952(a)(2)(B)), the Administrator shall,
upon the filing of such application,
publish in the Federal Register a notice
naming the applicant and stating that
such applicant has applied to be s
registered as an importer of a Schedule I
or II controlled substance, which
substance shall be identified. A copy of
said notice shall be mailed
simultaneously to each person
registered as.a bulk manufacturer of that
controlled substance and to any other
applicant therefor. Any such person’ .
may, within 30 days from the date of '
publication of the notice in the Federal
Register, file written comments on or
objections to the issuance of the
proposed registration, and may, at the
same time, file a written request for a
hearing on the application pursuant to
§ 1301.54. If a hearing is requested, the
Administrator shall hold a hearing on
the application in accordance with
§ 1301:54. Notice of the hearing shall be
published in the Federal Register,.and
shall be mailed simultaneously to the
applicant and to all persons to whom
notice of the application was mailed.
Any such person may participate in the
hearing by filing a notice of appearance
in accordance with § 1301.54 of this
chapter. Notice of the hearing shall -
contain a summary of all comments and
objections filed regarding the
application and shall state the time and
place for the hearing, which shall not be
less than 30 days after the date of ‘
publication of such notice in the Federal
Register. A hearing pursuant to this
section may be consolidated with a
hearing held pursuant to §§ 311.43 or
1311.44 of this Part.

(b) LR

[6) LR

(i) Such amounts of crude opium,
poppy straw, concentrate of poppy
straw, and coca leaves as the
Administrator finds to be necessary to
provide for medical, scientific, or other
legitimate purposes; or

* * * L d

* {iv) Such limited quantltnes of any
controlled substance listed in Schedule I
or Il as the Administrator shall find to

be necessary for scientific, analytical or
research uses; and

* * * * *

7. Section 1311.44 is amended by
revising paragraphs (a) and (b},
redesignating paragraphs (c) through (e}
as (e} through (g), adding new
paragraphs {c) and (d}, and revising
newly redesignated paragraphs (f)(1),
{£)(2). (g}(1) and (g){2) as follows:

§ 1311.44 Suspension or revocatlon of
registration.

(a) The Administrator may suspend
any registration pursuant to section
1008(d) of the Act (21 U.S.C. 958(d}} for
any period of time.

(b) The Administrator may revoke or
suspend a registration issued under
section 1008(a) of the Act (21 U.S.C.
958(a)) if he determines that such
registration is inconsistent with the
public interest as defined in that section
or with the United States obligations
under international treaties,

" conventions, or protocols in effect on

October 12, 1984.

(c) The Administrator may revoke or
suspend a registration issued under
section 1008(c) of the Act (21 U.S.C.
958(c}) if he determines that such
registration is inconsistent with the-

. public interest as defined in that section

or with the United States obligations

. under international treaties,

conventions, or protocols in effect on
October 12, 1984,

(d) The Administrator may limit the
revocation or suspension of a :
registration to the particular controlled
substance, or substances, with respect
to which grounds for revocation or

suspension exist. -
»~ " LN LI

LN ]

(1) Deliver all controlled substances in*
his possession to the nearest office of
the Administration pursuant to section
1008(d)(6) of the Act (21 U.S.C. -
958(d}{e)); or

{2) Deliver all controlied substances in
his possession to authorized agents of
the Administration who will either
remove the substances or place them
under seal as described in section
1008(d)(6} of the Act (21 U S.C.
958(dj(8)).

(1) Deliver to the nearest ofﬁce of the
Administration, pursuant to section

:1008(d)(6) of the Act (21 U.S.C.

958{d}(6)). all of the particular controlled -
substance or substances affected by the
revocation or suspension which are in
his possession; or

(2} Deliver all of such substances to
authorized agents of the Administration
who will either remove the substances
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or place them under seal as described in
section 1008(d){6) of the Act (21 US.C. -
958(d)(6).

8. Section 1311.47 is revised to read as

follows:

§ 131147 Order to show cause.

(a) If. upon examination of the
application for registration from any
applicant and other information
gathered by the Administration
regarding the applicant, the
Administrator is unable to make the
determinations required by the
applicable provisions of sections 303
and 1008{d) of the Act (21 U.S.C. 823 and
958(d)) to register the applicant, the
Administrator shall serve upon the
applicant an order to show cause why -
the application for registration should
not be denied, as provided in § 1301.48
of this chapter.

(b} If, upon information gathered by
the Administration regarding any
registrant, the Administrator determines
that the registration of such registrant is
subject to suspension or revocation .
pursuant to section 1008(d) of the Act
(21 U.S.C. 958(d}), the Administrator
shall serve upon the registrant an order
to show cause why the registration.
should not be revoked or suspended, as
provided in § 1301.48 of this chapter.’

8. Section 1311.53 is revised to read as
follows:

§1311.53 Burden of proof.

(a} At any hearing on the granting or
denial of an application to be registered
to import or export any controlled
substance listed in Schedule I or I1, the
applicant shall have the burden of
proving that the requirements for such
registration pursuant to sections 1008 (a)
and {d} of the Act {21 U.S.C. 958 (a) and
{d)} are satisfied. Any other person
participating in the hearing pursuant to
§ 1311.42 shall have the burden of
proving any propositions of fact or law
asserted by him in the hearings. ’

(b} At any other hearing for the denial
of an application for registration, the

Administration shall have the burden of

proving that the requirements for such
registration pursuant to sections 1008 (c)
and {d) of the Act (21 U.S.C. 958 (c) and
(d)) are not satisfied.

(c) At any hearing for the revocation
or suspension of a registration, the
Administration shall have the burden of
proving that the requirements for such
revocation or suspension pursuant to
section 1008(d) of the Act (21 U.S.C.
958(d)) are satisfied. )

10. Section 1311.61 is revised to read
as follows: °

§ 1311.61 Modification In registration,
Any registrant may apply to modify

his registration to authorize the handling

of additional controlled substances or to
change his name or address, by
submitting a letter of request to the

. Registration Unit, Drug Enforcement

Administration, Department of Justice,
Post Office Box 28083, Central Station,
Washington, DC 20005. The letter shall
contain the registrant's name, address,
and registration number as printed on

" . the Certificate of Registration, and the

substances (including the schedule and -

" the Administration:Controlled -

Substances Code Number, as set forth in
Part 1308 of this chapter, for those
substances) to be added to his
registration or the new name and

- address, and shall be signed in

accordance with § 1311.32(f). No fee is
required for the modification. The
request for modification shall be
handled in the same-manner as an -
application for registration. If the
modification in registration is approved,-
the Administrator shall issue a new |
Certificate of Registration (DEA Form
223) to the registrant, who shall
maintain it with the old Certificate of
Registration until expiratlon.

PART 1312—[AMENDED]

" 1. The authority citation for Part 1312 _

is revised to read as follows:

Authorlly' 21 U.S.C. 952, 953, 954, 957, 958.

2. Section 1312.11 is amended by
revising paragraphs (a) and [b) to read
as follows o

§ 1312.11 Requlfemam o' authorization to
import.

(a) No person shall import or cause to
be unported any controlled substance
listed in Schedule I or I or any narcotic
controlled substance listed in Schedule
IIL, IV or V or any non-narcotic
controlled substance in Schedule III

which the Administrator has specifically

designated by regulation in § 1312.30 of

this part or any non-narcotic controlled

substance in Schedule IV or V which is
also listed in Schedule I or II of the
Convention on Psychotropic Substances
unless and until such person is properly
registered under the Act (or exempt
from registration) and the Administrator
has issued him a permit to do so
pursuant to § 1312,13 of this part.

{b) No person shall import or cause to
be imported any non-narcotic controlled
substance listed in Schedule IIL, IV or V,
excluding those described in paragraph
(a) of this section, unless and until such
person is properly registered under the

" Act (or exempt from registration) and .

has filed an import daclaration to do so

with the Administrator, pursuant to
§ 1312.18 of this part.
* * * * *

3. Section 1312.12 is amended by
revising the introductory text of
paragraph (a) to read as follows:

§1312.12 Application for import permit.
(a)An application for a permit to
import controlled substances shall be
made on DEA Form 357, DEA Form 357
may be obtained from, and shall be filed

" with, the Drug Enforcement
- Administration, Drug Control Section,
. 1405 I Street, NW., Washington, DC

20537. Each application shall show the
date of execution; the registration
number of the importer; a detailed
description of each controlled substance
to be imported including the drug name,
dosage form, National Drug Code (NDC)

" number, the Administration Controlled

Substance Code Number as set forth in
Part 1308 of this chapter, the number ~
and size of packages or containers, the

name and quantity of the controlled.

" substance contained in any finished

dosage units, and the net quantity of any’
controlled substance (expressed in
anhydrous acid, base or alkaloid) given
in kilograms or parts thereof. The
application shall- also include the
following )

4. Section 1312.13 is amended by
revising paragraph (a}{1), redesignating
paragraphs (b} through (e} as {d} through
(g), and adding new paragraphs (b} and
(c). to read as follows: :

§1312.13 lssuanco of lmport perm!t.

% w
a

(1) That the substance is crude opium,
poppy straw, concentrate of poppy
straw, or coca leaves, in such quantity
as the Administrator finds necessary to
provide for medical, scientiﬁc. or other

. Iegntnmate purposes;

. * LI

{b} The Admmlstrator majr require . . 4
that such non-narcotic controlled

. substances in.Schedule Il as he shall

designate by regulation in § 1312.30 of
this part be imported only pursuant to
the issuance of an import permit. The
Administrator may authorize the
importation of such substances if he
finds that the substance is being
imported for medical, scientific or other
legitimate uses.. '

{c) If a non-narcotic aubstance hsted
in Schedule IV or V is also listed in
Schedule L'or II of the Convention on
Psychotropic Substances, 1971, it shall
be imported only pursuant to the

- issuance of an import permit. The

Administrator may authorize the
importation of such substances if it is .
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found that the substance is being
imported for medical, scientific or other
legitimate uses.

5. Section 1312.18 is amended by
revising paragraphs (a}, (b) and (c){2) to
read as follows: '

§ 1312.18 Contents of import declaration.

(a) Any non-narcotic controlled
substance listed in Schedule IIL, IV, or V,
pot subject to the requirement of an
import permit pursuant to § 1312.13 (b)
or (c) of this chapter, may be imported if
that substance is needed for medical,
scientific or other legitimate uses in the
United States, and will be imported
pursuant to a controlled substances
import declaration.

{b) Any person registered or
authorized to import and desiring to
import any non-narcotic controlled
substance in Schedules IIL, IV, or V
which is not subject to the requirement
of an import permit as described in.

- paragraph (a) of this section, must
furnish a controlled substances import
declaration on DEA Form 236 to the
Drug Enforcement Administration, Drug
Control Section, 1405 Eye Street, NW,,
Washington, DC 20537, not later than 15
calendar days prior to the proposed date
of importation and distribute four copies
of same as hereinafter directed in
§ 1312.19. -

c ¥ Wk

{2} A complete description of the
controlled substances to be imported,
including drag name, dosage form,
National Drug Code (NDC) number, the -

 Administration Controlled Substances

Code Nuimber as set forth in Part 1308 of

this chapter, the number and size of
packages or containers, the name and
quantity of the controlled substance
contained in any finished dosage units,

~ and'the net quantity of any controlled
substance (expressed in anhydrous acid,
base, or alkaloid] given in kilograms or

parts thereof; and L

* * * Lo *

6. Section 1312.21 is amended by
revising paragraphs {a} and (b) to read
as follows: .

§ 1312.21 Requirement of authorization to
export.

(a) No person shall in any manner
export or cause to be exported from the
United States any controlled substance
listed in Schedule I or II, or any narcotic
substance listed in Schedule Il or IV, or
any non-narcotic substance in Schedule
11 which the Administrator has
specifically designated by regulation in -
§ 1312.30 of this part or any non-narcotic
substance in Schedule IV or V which is
also listed in Schedule Ior H of the
Convention on Psychotropic Substances

unless and until such person is properly
registered under the Act (or exempted
from registration) and the Administrator
has issued a permit pursuant to '
§ 1312.23 of this part. :

{b) No person shall in any manner
export or cause to be exported from the

" United States any non-narcotic

controlled substance listed in Schedule
I, IV, or V, excluding those described
in paragraph (a) of this section, or any
narcotic controlled substance listed in
Schedule V, unless and until such
person is properly registered under the
Act (or exempted from registration) and
has furnished a special controlled
substance export invoice as provided by
section 1003 of the Act (21 U.5.C. 953(e})
to the Administrator pursuant t
§ 1312.28 of this part. Ce
* * * * .

7. Section 1312.22 is amended by
revising paragraph (a) to read as
follows: .

§1312.22 Application for export permit.
(a) An application for a permit to
export controlled substances shall be
made on DEA Form 161 which may be
obtained from, and shall be filed with,
the Drug Enforcement Administration,
Drug Control Section, 1405 I Street, NW,,
Washington, DC 20537. Each application
shall show the exporter's name, address,
and registration number; a detailed
description of each controlled substance
desired to be exported including the
drug name, dosage form, National Drug

" Code (NDC) number, the’Administration '
- Controlled Substance Code Number as

set forth in Part 1308 of this chapter, the
number and size of packages or
containers, the name and quantity of the

- controlled substance contained in any

finished dosage units, and the quantity .. Schedule I or 11 of the Convention on

of any controlled substance (expressed
in anhydrous acid, base, or alkaloid)
given in kilograms or parts thereof. The
application shall include the name,
address, and business of the consignee,
foreign port of entry, the port of
exportation, the approximate date of
exportation, the name of the exporting
carrier or vessel (if known, or if
unknown it should be stated whether
shipment will be made by express,
freight, or otherwise, exports of

. controlled substances by mail being -

prohibited), the date and number, if any,
of the supporting foreign import license
or permit accompanying the application,
and the authority by whom such foreign
license or permit was issned. The -
application shall also contain an .
affidavit that the packages are labeled
in conformance with obligations of the
United States under international
treaties, conventions, or protocols in’

" effect on May 1, 1971, and that, to the

best of affiant's knowledge and belief,

_ the controlled substances therein are to

be applied exclusively to medical or
scientific uses within the country to

" which exported, will not be reexported ' ﬁ‘.
- therefrom and that there is an actual

need for the controlled substance for
medical or scientific uses within such
country. In the case of exportation of
crude cocaine, the affidavit may state
that to the best of knowledge and belief,
the controlled substances will be :
processed within the country to which
exported, either for medical or scientific
use within that country or for .
reexportation.in accordance with the
laws of that country to another for .
medical or scientific use within that

" country. The application shall be signed

and dated by the exporter and shall |
contain the address from which the
substances will be shipped for
exportation, o .

8. Section 1312.23 is amended by
redesignating paragraphs (b) through (d)
as (d} through (f), and adding new
paragraphs (b) and (c) to read as
follows: T

§ 1312.23 Issuance of export permit.'

(a)htt

{b) The Administrator may require
that such non-narcotic controlled
substances in Schedule III as shall be
designated by regulation in § 1312.30 of
this part be exported only pursuant to
the issuance of an export permit. The
Administrator may authorize the -
exportation of such substances if he
finds that such exportation is permitted
by section 1003{e) of the Act (21 U.S.C.
853(e}). v e

(c} If a non-narcotic substance listed
in Schedule IV or V is also listed in

Psychotropic Substances, it shall be
exported only pursuant to the issuance
of an export permit. The Administrator
may authorize the exportation of such
substances if he finds that such
exportation is permitted by section
1003(e} of the Act (21 U.S.C. 953(e]).

»* * * * -

9. Section 1312.27 is amended by
revising paragraphs {a}, (b}{2}, (b}{4),
and adding a new paragraph (b){5) to
read as follows: -

§ 1312.27 ' Contents of special controiled
substance invoice. ) T

(a) A person registered or authorized
to export any non-narcotic controlled .
substance listed in Schedule LIL IV, or V,
which is not subject to the requiremént .
of an export permit pursuant to § 1312.23
(b} or {c}, or any person registered or .

- authorized to export any controlled
- substance in Schedule V, must furnish a
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special controlled substances export
invoice on DEA Form 236 to the Drug
Enforcement Administration, Drug
Control Section, 1405 I Street, NW,,
Washington, DC 20537, not less than 15

calendar days prior to the proposed date

of exportation, and distribute four
copies of same as hereinafter directed in
§ 1?)12;28 of this part.

( ) LA I

{2} A complete description of the
controlled substances to be exported
including the drug name, dosage form,
National Drug Code (NDC) number, the
Administration Controlled Substances
Code Number as set forth in Part 1308 of,
this chapter, the number and size of
packages or containers, the name and
quantity of the controlled substance
contained in finished dosage units, and
the net quantity of any controlled
substance (expressed in anhydrous acid,
base, or alkaloid) given in kilograms or
parts thereof; and

* * * * *

(4} The name and address of the
consignee in the country of destination,
and any registration or license number if
the consignee is required to have such .
numbers either by the country of
destination or under United States law.
In addition, documentation must be
provided to show that:

(i} The consignee is authorized under
the laws and regulatlons of the country -
of destination to receive the controlled
substances, and that

(ii} The substance is being imported
for consumption within the importing
country to satisfy medical, scientific or
other legitimate purposes, and that

{5} The reexport of non-narcotic
controlled substances in Schedules HI
and IV, and controlled substances in
Schedule V is not permitted under the
authority of 21 U.S.C. 953(e), except as
provided below:

(i) Bulk substances will not be

reexported in the same form as exported

from the United States, i.e, the material
must undergo further manufacturing.
process. This further manufactured
material may only be reexported to a
country of ultimate.consumption..

{ii) Finished dosage units, if .
reexported, will be in a commercial.
package, properly sealed and labeled for
legitimate medical use in the country of
destination.

{iii) Any reexportation be made
. known to DEA at the time the inital DEA
Form 238, Controlled Substances-
Import/Export Declaration is completed,
by checking the box marked “other” on
the certification. The following..
information will be furnished in the
remarks section: .

(A) Indicate “for reexport"

.(B) Indicate if reexport is bulk or
finished dosage units.

(C) Indicate product name, dosage
strength, commercial package size, and
quantity.

(D} Indicate name of consignee,
complete address, and expected
shipment date, as well as, the name and

. address of the ultimate consignee in the

country to where the substances will be
reexported.

(E) A statement that the consignee in
‘the country of ultimate destinationis
authorized under the laws and
regulations of the country of ultimate
destination to receive the controlled
substances.

(iv) Shipments which have been

" exported from the United States and are
- refused by the consignee in the country

of destination, or are otherwise
unacceptable or undeliverable, may be -
returned to the registered exporter in the
United States upon authorization of the
Drug Enforcement Administration. In
this circumstance, the exporter in the

United States shall file a written request -

for reexport, along with a completed
DEA. Form 238, Import Declaration with
the Drug Enforcement Administration,

" Drug Control Section, 1405 I Street, NW.,

Washington, DC 20537. A brief summary
of the facts that warrant the return of
the substance to the United States along

- with an authorization from the country

of export will be included with the
request. DEA will evaluate the request
after considering all the facts as well as
the exporter’s registration status with
DEA. The substance may be returned to
the United States only after affirmative
authorization is issued in writing by
.DEA.

* * * L *

10. Section 1312.28 is amended by
revising paragraph {d) to read as
follows: -

- §1312.28 Dlstrfbutlon of special

‘controlied substance invoice.

*® * . - *

(d) Copy 4 shall be forwarded within
the time limit required in § 1312.27 of
this part, directly to the Drug
Enforcement Administration, Drug
Control Section, 1405 I Street, NW.,,
Washington, DC 20537. The
documentation required by
§ 1327.27(b}(4) of this part must be

. attached to this copy.

* * * * *

11. A new § 1312.30 under Exportation
of Controlled Substances is added to
read as follows:

§1312.30 Schedule li1, IV, and V non-
narcotic controlied substances requlrlng an
lmpon and export permit.

The following Schedule HI IV, and V
non-narcotic controlled substances have

_ been specifically designated by the

Administrator of the Drug Enforcement
Administration as requiring import and
export permits pursuant to sections .
1002{b)(2) and 1003(e)(3) of the Act (21~
U.S.C. 952(b}(2) and 953(e)(3)) '

{a) [Reserved]

" Dated: April 3, 1987.

" GeneR. Haislip,

Deputy Assistant Administrator, Office of
Diversion Control, Drug Enforcement
Administration.

 [FR Doc. 87-10220 Filed 5-6-87; 8:45 am|

BILLING CODE 4410-09-M

_ DEPARTMENT OF THE INTERIOR

Otfice of Surface Mining Reclamation
and Enforcement

30 CFR Part 806

Approval of Améndr'nents to the
Colorado Permanent Regulatory
Program

AGENCY: Office of Surface Mining
Reclamation and Enforcement (OSMRE]),

. Interior.

ACTION: Final rule.

SUMMARY: OSMRE is announcing the
removal of two conditions which the -

" Secretary placed on his approval of the

Colorado permanent regulatory program
(hereinafter referred to as the Colorado

" program} under the Surface Mining
" Control and Reclamation Act of 1977

{SMCRA]} and the approval of
amendments to.that program submitted
by Colorado to satisfy the conditions

. listed at 30 CFR 908.11 (c) and (d). The

amendments and conditions pertain to

. technical documents used to establish

revegetation success standards and
standards for revegetation success on
small mines.

EFFECTIVE DATE: May 7, 1987.

FOR FURTHER INFORMATION CONTACT:
Mr. Robert H. Hagen, Director,
Albuquerque Field Office, Office of
Surface Mining Reclamation and
Enforcement, 219 Central Avenue NW,,
Albuquerque, New Mexico 87102,
Telephone: (505) 766-1492.
SUPPLEMENTARY INFORMATION:

1. Background on the Colorado Program
Submission

On December 15, 1980, following a
review in accordance with 30 CFR Part
732, the Secretary approved Colorado's
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proposed regulatory program subject to
the correction of 45 minor deficiencies.
Information pertinent to the general
background, revisions, modifications,
and amendments to the proposed
program submission, as well as the
Secretary's findings, the disposition of
comments, and a detailed explanation of
the conditions of approval can be found
in the December 15, 1980 Federal
Register (45 FR 82173-82214).
Subsequent actions concerning the
conditions of approval and program
amendments are identified at 30 CFR
906.11, 906.15 and 906.16. :

II. Submission of Proposed Amendments

On November 25, 1986, Colorado ,
submitted proposed amendments to its
regulations at 2 CCR 407~2, 4.15.7(2}(d)
{ii) and (vi) to satisfy the conditions of
program approval listed at 30 CFR 906.11
(c} and {d} {Administrative Record No.
CO-303). The Director announced
receipt of the amendments in the
February 6, 1987 Federal Register and -
invited the public to comment on their
adequacy (52 FR 3825). No comments
were received and since no one
requested an opportunity to testify ata
public hearing, the hearing scheduled for
March 3, 1987, was cancelled.

HIL Secretary’s Findings

Set forth below, pursuant to SMCRA
and the Federal regulations at 30 CFR
732,15 and 732.17, are the Secretary’s '
findings concerning the amendments
submitted by Colorado on November 25,
1986.

Background

Condition (c) requires that Colorado
amend its program to require the
approval of the Director of OSMRE for
all technical guidance documents used
to establish standards for revegetation
success. Condition {d) similarly requires
that Colorado amend its program to
require the Director’s approval of.
revegetation success standards
established for mines 40 acres or smaller
in size.

These conditions were 1mposed asa
result of a comparison of State rules
4.15.7(2)(d) (ii) and {vi) with the
corresponding Federal regulations at 30
CFR 816.116 and 817.116 as promulgated

"on March 13, 1879. The Federal
regulations required the Director’s
.approval of all technical guides used to
establish revegetation success
standards [30 CFR 816.116(b)(1) and
817.116(b)(1)] and provided specific
altemate success standards for permit
areas 40 acres or smaller in size in
locations with an average annual
precipitation in excess of 26.0 inches [30

- CFR 816.116(d} and 817.116{d)}]. The

Colorado rules required only that the
State consult with the Director of
OSMRE in the selection of technical
guides and small-mine success
standards.

Findings: Condition (c]

On September 2, 1983, the Federal
regulations concerning revegetation
were revised and reorganized (48 FR
40158). Although the new rules delete

the specific requirement of previous 30
CFR 816.116(b)(1) and 817.116(b)(1) that

{the Director approve all technical

documents used to establish success
standards, they include a new
requirement that all revegetation
success standards and evaluation
techniques be included in an approved
regulatory program [30 CFR 816.116{a}(1)
and 817.116{a){1)). Therefore, as
explained in Findings 4 and 5 of the May
11, 1984 Federal Register notice

.approving certain amendments to the '

Colorado program (49 FR 18477-18478),
conditions (c} and (d) could not be
removed because the revised Federal
rules require that all standards be
included in an approved program, a
requirement which is more extensive
than the consultation provisions of the
State rules.

To address condition (c) Colorado
submitted a revision to State rule
4.15.7(2)(d}(ii) to require that any
technical documents proposed for use in
the establishment of revegetation
success standards first be approved by -
the Director of OSMRE., This
requirement will allow OSMREto
review the documents for inclusion in
the program in accordance with 30 CFR
732.17. Therefore, with respect to the
technical documents which are the’
subject of condition {c), the Secretary
finds that State rule 4.15. 7(2)(d)[n) as
revised on November 25, 1986 is no less
effective than the Federal regulations at
30 CFR 816.116(a)(1) and 817.116{a}(1),
which require that success standards be
included in an approved regulatory
program.

Findings: Condition (d}

The revised Federal regulations
promulgated on September 2, 1983 (48
FR 40159) deleted ell provisions
allowing alternate revegetation success

standards for permit areas 40 acres or’

smaller in size. Therefore, any alternate
success standards provided for small
mines by State programs must be no less
effective than the general revegetation
success standard requirements of 30
CFR 816.116{a) and 817.116(a) and the
specific requirements of 30 CFR
816.116(b) and 817.116(b).

To address condition (d} Colorado
revised State rule 4.15.7(2)(d){vi) to

specify the means of establishment for
alternate revegetation success standards

" for permit areas 40 acres or smaller in

size. The modified language provides
that the standards will be set using
premining data for the area to be
disturbed which are obtained from
statisticall